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DETAILED ACTION 

Response to Arguments 

1 . Applicant's arguments, see pages 12-13, filed 06/25/2009, with respect to the 
rejection(s) of claim(s) 1-9, 11-14, and 26-34 under 35 U.S.C. 103(a) have been fully 
considered and are persuasive. Therefore, the rejection has been withdrawn. 
However, upon further consideration, a new ground(s) of rejection is made in view of 
Sharkey et al. (U.S. Patent No. 5,540,701) and Kirsch et al. (U.S. Patent No. 
6,461,367: embodiment of Figures 1-9). 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 1, 2, 9, 11-12, 14, 26-29, 35, 39, and 43 are rejected under 35 
U.S.C. 102(b) as being anticipated by Sharkey et al. (U.S. Patent No. 5,540,701). 

Sharkey et al. disclose an anastomosis device comprising a hollow, elongate 
flexible catheter body 18 having a proximal end and a distal end, the distal end 
comprising a catheter body wall, an inflatable balloon 32 at the distal end, a drainage 
aperture 28 at the distal end and a drainage means 22 connected to the drainage 
aperture for draining urine from a bladder extending to a port at the proximal end, and a 
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tissue approximating structure or inflatable balloon 36 that can be extended (inflated) 
and retracted (deflated), from the catheter body wall along the distal end of the catheter 
body on a proximal side of the inflatable balloon for holding severed tissue in contact for 
healing, wherein the inflatable balloon is on a proximal side of the drainage aperture 
(Figures 9, 11, 13). The device may be installed in a body having a prostate removed, 
with the catheter inside of the urethra and the balloon in the bladder, the tissue 
approximating structure being capable of contacting tissue selected from tissue of a 
bladder, tissue of a perineal wall, urethral tissue, and combinations of these (col. 6, lines 
51-65). An actuating (inflation) means is connected to the tissue approximating means 
and extends from the tissue approximating means to the proximal end. 

In regards to claims 26-29, the first tissue approximating structure may be 
considered to be the first inflatable balloon 32 and the second tissue approximating 
structure may be considered to be the second inflatable balloon 36, both which are 
located on a proximal side of the drainage aperture 28, wherein each of the first and 
second tissue approximating structures can be extended and retracted (inflated and 
deflated) from the catheter body wall. 

The balloon or the first tissue approximating structure 32 and the second tissue 
approximating structure 36 may both be extended and retracted at a fixed location along 
the distal end of the catheter body with respect to the distal and proximal ends of the 
catheter body. 
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Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 3-8, 13, 30-34, 36-38, 40-42, 44 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Sharkey et al. (U.S. Patent No. 5,540,701) in view of Kirsch 
et al. (U.S. Patent No. 6,461,367). 

Sharkey et al. disclose the claimed device except for the tissue approximating 
structure or the second tissue approximating structure comprising of multiple distal tines 
and multiple proximal tines that all extend and retract from the catheter body wall at 
fixed locations along the distal end of the catheter body, the fixed locations being fixed 
with respect to the distal and proximal ends of the catheter body. 

In Figures 1-9 Kirsch et al. teach multiple distal tissue approximating tines 30 *on 
24) and opposing multiple proximal tissue approximating tines (on 16; see col. 3, lines 
48-55) that all extend and retract from a catheter body wall at fixed locations along the 
distal end of the catheter body, the fixed locations being fixed with respect to the distal 
and proximal ends of the catheter body. For instance, when the distal end 24 of the 
catheter body and the proximal end 16 of the catheter body are fixed or connected 
together, the distal tines may be extended and retracted by actuating knob 28 at a fixed 
location through apertures 46, and similarly the proximal tines may be extended and 
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retracted by actuating knob 18 through apertures at a fixed location (Figures 1 and 5; 
see col. 3, line 32 to col. 4, line 14). 

It would have been obvious to one of ordinary skill in the art at the time of 
invention to replace the (second) tissue approximating structure of Sharkey et al. with 
one that comprises multiple distal and proximal opposing tines at the distal end of a 
catheter body, as taught by Kirsch et al. in order to facilitate the approximation of tissue 
portions by anchoring the urethral stump and bladder neck with tines to ensure proper 
connection between the urethra and bladder (col. 1, lines 38-40, Kirsch et al.), as well 
as to selectively approximate tissue when desired. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DIANE YABUT whose telephone number is (571)272- 
6831 . The examiner can normally be reached on M-F: 9AM-4PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on (571) 272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Diane Yabut/ 
Examiner, Art Unit 3734 

/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3734 



